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DETAILED ACTION 



Claim Rejections - 35 USC §103 

1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Claims 1 -8, 1 5-1 6, 1 8-21 , 23-27, 29-32, 39-40, 42-45, and 47-48, 50-51 are 
rejected under 35 U.S.C. 103(a) as being unpatentable over Nagle (WO 02/059571) 

• Regarding claims 1 and 24, Nagle teaches a device and method for tissue 
handling comprising providing a device comprising a structure configured 
for receiving and holding a tissue specimen wherein the specimen can 
include tissue positional references; and at least one holder (202) for 
holding the first outline frame (204) with the tissue specimen thus fixing 
the orientation (226) of the tissue specimen in a manner allowing a clear 
approach for manipulation of the specimen (spaces between finger-like 
members); and device positional references (38) for fixing the orientation 
of the tissue specimen when held by the device (Figures 1 2-1 5). Nagle 
doesn't expressly teach the specimen having tissue positional references 
in this embodiment. However, Nagle teaches another embodiment in 
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which points of interest (36) are marked in the tissue (Figure 2) and these 
positional references are aligned with the container (Figure 1) in order to 
keep track of the tissue point of interest (36) during handling (abstract) 
(Figure 1 -2). It would have been obvious in view of Nagle to provide 
specimen markers and align them with container markers in the first 
embodiment of Nagle in order to keep track of particular points of interest 
in the sample during handling. Nagle further teaches the spacing between 
elongate members could be greater or less than the 1cm embodiment 
depending on the particular application (pg 14, lines 15-21). It would have 
been an obvious design choice in view of this instruction to increase or 
decrease the spacing between the elongate members increasing or 
decreasing the degree of direct entry manipulation permitted. 

• Regarding claims 2 and 26, Nagle teaches the device configured to define 
tissue lateral and superior sides and a top face (208, 210, 212) (Figure 

12) . 

• Regarding claim 3 and 27, Nagle teaches the device substantially 
transparent to at least one imagining modality selected from the group 
consisting of x-ray imaging, gamma imaging, and MRI (page 18, line 20- 
page 19, line 8). 

• Regarding claim 4 and 28, Nagle teaches a device capable of receiving 
tissue prior to its complete removal due to its open configuration (Figure 

13) . 
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• Regarding claim 5 and 21 , Nagle doesn't expressly teach the device 
positional references are positional references built into the structure of 
the device in this embodiment. However, Nagle teaches device positional 
references in other embodiments in order to use the container as a 
measurement tool (32) (Figure 1 ). It would have been obvious in view of 
other embodiments of Nagle to provide device positional references on the 
outside of all the embodiments in order to use the container to measure 
the specimen. 

• Regarding claims 6 and 30, Watkins doesn't expressly teach device 
positional reference to be based on color code. However, Nagle teaches 
the device positional references to include a color code of using different 
colored ink (column 3, lines 10-17) (column 5, lines 35-40). It would have 
been obvious in view of Nagle to use color coding in Watkins in order to 
provide orientation inspection from quick visual inspection. 

• Regarding claims 7 and 31 , Nagle teaches the device positional 
references based on sutures of different lengths in order to code for sides 
such as the superior and lateral extremes of the specimen (page 10, lines 
3-12). It would have been obvious in view of Nagle to incorporate sutures 
of different lengths in the device of Watkins in order to identify the 
orientation of the specimen within the device. 

• Regarding claims 8 and 32, Nagle teaches the device is formed as a rigid 
body (pg 18, lines 18-20). 
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• Regarding claims 1 5 and 39, Nagle teaches the device formed as a box 
outline comprising a box outline body (204), lid, (202) and at least one 
holder (fastening member) (Figure 12) (page 20, lines 1-10). 

• Regarding claims 1 6 and 40, Nagle teaches the structure comprising first 
(202) and second (204) frames designed to be superimposed and receive 
and hold the tissue (206) there between and at least one holder (fastening 
member) for holding first and second frames together thus fixing the 
orientation of the specimen (Figure 12) (page 20, lines 1-10). 

• Regarding claims 1 8, 42, 47, and 50, Nagle teaches the device further 
including a lining (226) (Figure 14) (page 21 , lines 5-1 2). 

• Regarding claims 1 9, 43, 48, and 51 , Nagle doesn't expressly teach the 
specimen having a grid in this embodiment. However, Nagle teaches 
another embodiment in which points of interest (36) are marked in the 
tissue (Figure 2) and these positional references are aligned with the 
container grid (32) (Figure 1 ) in order to keep track of the tissue point of 
interest (36) during handling (abstract) (Figure 1 -2). It would have been 
obvious in view of Nagle to provide grid container markers in the first 
embodiment of Nagle in order to keep track of particular points of interest 
in the sample during handling. 

• Regarding claims 20, 21 , 44, and 45 Nagle teaches applying a force (page 
1 1 , lines 4-10) but doesn't specifically teach the force to be less than 500 
grams and between 20 and 200 grams. It would have been obvious to 
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one having ordinary skill in the art at the time the invention was made to 
apply a force of 20-200 grams to conform the tissue to the reference 
device and not unnecessarily distort it, since it has been held that where 
the general conditions of a claim are disclosed in the prior art, discovering 
the optimum or workable ranges involves only routine skill in the art. In re 
Alter, 105 USPQ 233. 

• Regarding claim 23, Nagle teaches the device provided in a plurality of 
sizes (page 20, lines 10-22). 

• Regarding claim 25, Nagle teaches maintaining the specimen immobile in 
the device (page 21 , lines 5-1 2). 

3. Claims 9-11, 14, 32-35, and 38 are rejected under 35 U.S. C. 103(a) as being 
unpatentable over Nagle as applied to claims 1 and 24 above, and further in view of 
Watkins (US 5568534). 

• Regarding claims 9-11, 1 4, 33-35, and 38 Nagle doesn't expressly teach 
the device to form a flexible or stretchable body. However, Watkins 
teaches the device to be appropriately rigid, flexible, stretch or expansible 
and the top to be a resilient cage structure (22) (abstract) (column 3, lines 
1 7-20) (Figure 4). It would have been obvious to one of ordinary skill in 
view of Watkins to provide flexibility and resilience in the device of Nagle 
to prevent damaging forces being exerted on the tissue by the device. 
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4. Claims 1 7, 41 , 46, and 49 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Nagle as applied to claims 15, 16, 24, and 40 above, and further in 
view of Douglas (US 3743084). 

• Regarding claims 1 7, 41 , 46, and 49, Nagle teaches the holder to be a 
fastening member but not a surgical latex band. However, Douglas 
teaches a package held together with a spring or a rubber band to be an 
obvious substitution (column 1, lines 64-68). Furthermore banding items 
together is a common coupling mechanism. It would have been obvious 
in view of Douglas to provide a holder to be a latex band in Nagle's 
device. 

5. Claim 22 is rejected under 35 U.S.C. 103(a) as being unpatentable over Nagle as 
applied to claim 1 above, and further in view of Garrigus (US 4837795). 

• Regarding claim 22, Nagle doesn't teach handles on the device. 
However, Garrigus teaches a tissue handling device with handles (31) 
(Figure 1 ). It would have been obvious in view of Garrigus to provide 
handles on the device of Nagle in order more easily move and grab the 
device. 

Response to Arguments 

6. Applicant's arguments filed 1/19/11 have been fully considered but they are not 
persuasive. Applicant argues that the device and method of Nagle doesn't permit a clear 
approach to each face to enter for manipulation of said tissue specimen. However, 
there are clear approaches of at least 1 cm for direct manipulation such as insertion of a 
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needle to draw a sample or insertion of a suture for identification on each side and each 
approach can be made larger with larger spacings as suggested by the specification. 
The fact that the spikes fix the orientation within the frame doesn't preclude other forms 
of manipulation of the tissue. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Renee Danega whose telephone number is (571 )270- 
3639. The examiner can normally be reached on Monday through Thursday 8:30-5:00 
eastern time. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

RAD 

/Max Hindenburg/ 

Supervisory Patent Examiner, Art Unit 3736 



